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3TftFJ€RT 

Rf f^crfr, 9 snfo, 2010 

RT.RR.fR. 303(3*).—3*k RR1RR RTRRt fRRR, 
1945 RTT 3TR TO ^ fdR *(c1RR fTOff RH PlHftrffisRT 

RTRR, f^m RRTO 3folfa 3TR RRTRR STfkfRRR, 1940 > 
(1940 RR 23) Rft RTR12 TO 33 ^RTTO^RPif RR 
RRlR Rkrfk cIRHIrTI Rdlsj+'R Rt^ k WT^t TO 

RT xRrgr^ bRI^ RR RRTTR TOl t 'TO TO^ff ^ smi^RfR 
to rpH o4'Hhi 4|T oiHcbKl ^ Irtr 'y+tRiid tro to f 

TOlk RRTfTO RtR RTt RRTTOT $ 3^ RS" TJTOT ^ TOt 
t TO TOR fTOT R* TOT RTTfe k, TOT TORR 

RR R%RT, fTOR RR srfRSJTO yeblRfld R$ TOt t, TOT R^t 
TOcTRR RRT Rt RfTcft t, ^'dldlR fRR R^ 3TRfa R>t RRllRT ^ 
RTRR( fRRTC fRTRT RTTRRT; 

3R83R RT ^TIR, RfR RTtf ^1, RfRR (RRTR8R), RRTRR 
3Tk RfTOR RkTOT TOTO, W TOTO, 1%rWt TO, Rf 
fTO?t-l10011 R^t RTR^t; 

RR 3TT^R , RT ^RR RT TO RRTfRfRfe 3TRfa RTl 
RRTfcT ^ ^ TOR TOR fTORT ^ RRR 3 fo# TOfRR k 
RTRT 1R R^R R<-sOR RTRiR £TTT faRK fRTRT RTRRT I 
RTTRR fRRR 

1. ( 1 ) TO fRRRT RR RffiRR RTR RTTRfa RTF WTO 
RTRTft (^RR RRTtRR) fTOR, 2010 i i 
(2) R TOTRR k TOT 3Tf?TR y'RTYR R>t TOR RTf 
R^R I 

Z 3ftRfR RRTRR RTRTTf fRRR, 1945 (M ^ 

RRRT^TO fRRR TO RRT t) R,— 

1333 Gl/2010 


(i) Pl^M, 43RT" R “ R*R^, RTkTRJRTT, RRRfR, 
^TRMRT, RRScR RR^RftR 3RRH iTO 
^RTOTRTR 3Tk RHTOTR, iRTO : RRR R 

RRT 3RRrfRR sfWfR Rk RTRcf" TT^t ^ RT 
“TO t, R)ldR)ldl, T&i, RR#T, ^TTORT, RTTSRfT 
-RR^TtR RTTO f^RT, ^MR'fRTR 3Tk R^RRRR, 

#( rIrto^ k gfciRTO : to r’ 

IRT 5RR]fRR 3^ R^ RTRR” RK ! 

(ii) 3TRR£Rt R^ R, RTO 45 3^T RRR 46 k', 
3PJRfcR/3Rp RHTt ^ RTdf ^ R#T 
Rlk RTiRT 5 ^ RRR RT PiHfdHsl'd RRT RTRRl, 
RR^. :— 

“(5) 3RTOF R?R iTOPf fJpKHt RT RR R, 

■ TO Rt ^ iRTR RrkRT W RTR k R^lfcTO 
^T^TT 37TO ftR^ (RtTOiRR ftR^) 

RRRT I TOl^ddT Rt RR'^ %R ^TfdcH 
RTO fTRk: (RttRRJRR ftR^) Rlf% RR k 
R^R tRR Rlk Rk 3TTTOTO l" 

(iii) 3T3^Ri R k, kn R ^ 37#1 ( 1 ), “ (RT) 

TO 18 ■k 65 Rk srrg RIJ? k RkR;’’?K, 

Rfc Tti TOR 1 

(iv) SRpJRt R RflRR WT? 33 R, 3?lRfR^RkRdR 
^ itk “frorskt rr” TKf ^ rtot^ “sfF 

RK ^RTiRSRfRd'fTOTO^ 1 

[RR. R. TO” 11014/6/2009-^TRTOR(] 

Mn rto ^5i 
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fc'UTUl : ftel TDrn if 3lfq^Tf tete 

^ 28-1 0/45-ty4( 1), elite 21-12-1945 
3TO $ sfft TfI.^T.f4. 45(3T) 

elite 21-1-2010 SET 3rff?P=r te*ET 
fteT'TTI I I -5 -1979 441 Wtete 3jWfa 
3lfc TETW4 ftel, 1945 afft 'SETTER 
Elte SlfafWT, 1940 (’teN^T^-61) 
^ ten 4)^1 °i -mm 

(^sq fa*TFT) -5TOH ftf sfrrfte t I 

MINISTRY OF HEALTH AND FAMILY WELFARE 
NOTIFICATION ' 

New Delhi, the 9th April, 2010 . 

G.S.R. 303(E).—The following draft of certain rules 
further to amend the Drugs and Cosmetics Rules, 1945, 
which the Central Government proposes to make, after 
consultation with the Drugs Technical Advisory Board, in 
exercise of the powers conferred by Section 12 and Section 
33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is 
hereby published as required by the said Sections for the 
information of all persons likely to be affected thereby, and 
notice is hereby given that the said draft rules will be taken 
into consideration after the expiry of a period of forty-five 
days from the date on which the copies of the Official 
Gazette in which this notification is published, are made 
available to the public; 

Objections or suggestions, if any, may be addressed 
to the Secretary (Health), Ministry of Health and Family 
Welfare, Government of India, Nirman Bhavan, New 
Delhi-110011; 

Any objection or suggestion which may be received 
from any person with respect to the said draft rules before 
the expiry of the period as specified above will be taken 
into consideration by the Central Government. 

DRAFT RULES 

l. (1) These rules may be called the Drugs and 
Cosmetics (2nd Amendment) Rules, 2010. 

(2) They shall come into force on the date of 
their final publication in the Official Gazette. 


2. In the Drugs and Cosmetics Rules, 1945 

(hereinafter referred to as the said rules), 

(i) in rule 43-A, for the wofds “Chennai, Kolkata, 
Mumbai, Cochin, Nhava Sheva, Kandla and 
Inland Container Depots at Tuglakabad and 
Patparganj, Delhi: in respect of drugs 
imported by sea into India.”, the words 
“Chennai, Kolkata, Mumbai, Cochin, Nhava 
Sheva, Kandla, Inland Container Depots at 
Tuglakabad and Patparganj, Delhi and 
Tuticorin in Tamil Nadu: in respect of drugs 
imported by sea into India.” shall be 
substituted; 

(ii) in Schedule A, in Forms 45 and 46, for 
condition number 5 under the conditions for 
Grant of Approval/permission the following 
shall be substituted, namely:— 

“(5) As Post Marketing Surveillance, the 
applicant shall submit Periodic Safety Update 
Reports (PSUR) every six months for the first 
two years. For subsequent two years the 
Periodic Safety Update Reports (PSUR) need 
to be submitted annually.” 

(iii) in Schedule F, under para H, in clause (1), (a) 
shall be substituted w'ith the words and 
numbers “the donor shall be in the age group 
of 18 to 65 years;”. 

(iv) in Schedule K, in item number 33, under the 
column Class of Drugs’ after the words 
“Nicotine gum” the words “and lozenges” 
shall be inserted. 

[F. No. X-l 1014/6/2009-DFQCj 
V1NEET CHAWD1IRY, Jt. Secy. 

Foot Note: The Principal Rules were published in the Official 
Gazette vide notification No. F. 28-10/45-H( 1) 
dated 21-12-1945 and last amended vide G.S.R. 
45(E) dated 21-1-2010. The Drugs and 
Cosmetics Rules, 1945 as amended up to 
1-5-1979 is contained in the publication of the 
Ministry of Health and Family Welfare 
(Department of Health) containing th'e Drugs 
and Cosmetics Act, 1940 (PDGHS 61). 
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